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(1) Directly in the NADA, by a spon-
sor; and/or

(2) To an MF that a sponsor may then
reference in its NADA with written
consent of the MF holder.

(e) What will be stated in the published
approval for a new animal drug intended
for use in free-choice feed? The approval
of a new animal drug intended for use
in free-choice feed, as published in this
subchapter, will include:

(1) The formula and/or specifications
of the free-choice medicated feed,
where the owner of this information re-
quests such publication, or

(2) A statement that the approval has
been granted for a proprietary formula
and/or specifications.

(f) When is a medicated feed mill license
required for the manufacture of a free-
choice medicated feed? An approved
medicated feed mill license is required
for the manufacture of the following
types of feeds:

(1) All free-choice medicated feeds
that contain a Category II drug, and

(2) Free-choice medicated feeds that
contain a Category I drug and use a
proprietary formula and/or specifica-
tions.

[69 FR 30197, May 27, 2004, as amended at 72
FR 69121, Dec. 6, 2007]

21 CFR Ch. | (4-1-10 Edition)
Subpart F [Reserved]

Subpart G—Sponsors of Approved
Applications

§510.600 Names, addresses, and drug
labeler codes of sponsors of ap-
proved applications.

(a) Section 512(i) of the act requires
publication of names and addresses of
sponsors of approved applications for
new animal drugs.

(b) In this section each name and ad-
dress is identified by a numerical drug
labeler code. The labeler codes identify
the sponsors of the new animal drug
applications associated with the regu-
lations published pursuant to section
512(i) of the act. The codes appear in
the appropriate regulations and serve
as a reference to the names and ad-
dresses listed in this section. The drug
labeler code is established pursuant to
section 510 of the act.

(c) The names, addresses, and drug
labeler codes of sponsors of approved
new animal drug applications are as
follows:

(1) ALPHABETICAL LISTING OF SPONSORS

Y Drug labeler
Firm name and address gode

A & G Pharmacedticals, Inc., 1030 West Commodore Blvd., Jackson, NJ 08527 ...........ccccoecuvunirinicciiiciiiicisinenas 057699
ADM Alliance Nutrition, Inc., 1000 North 30th St., Quincy, IL 62305-3115 012286
Abbott Laboratories, North Chlcago IL 60064 000074
Abraxis Pharmaceutical Products, a Div. of Abraxis Blosc:|ence 6133 River Rd., sune 500, Rosemont IL 60018 063323
Ag-Mark, Inc., P.O. Box 127, Teachey, NC 28464 ..........c.ccooiiiiriieieieieieee sttt enenes 024174
Agri Laboratories, Ltd., P.O. Box 3103, St. Joseph, MO 64503 ....... 057561
Agri-Tech, Inc., 4722 Broadway, Kansas City, MO 64112 . 017762
Alaco, Inc., 1500 North Wilmot Rd., suite 290-C, Tucson, AZ 85712 064146
Alpharma Inc., 440 Rte. 22, Bridgewater, NJ 08807 ...... 046573
Alstoe, Ltd., Anlmal Health, Pera Innovation Park, Nottingham Rd Melton Mowbray, Lelcestershlre Eng and

LE13 OPB ....... 062408
American Pharmaceuticals and Cosmetlcs Inc., 1401 Joel East Rd Fort Worth TX 76140 065531
American Pharmaceuticals Partners, Inc., 2045 North Cornell Ave., Melrose Park, IL 60160 . 063323
Anika Therapeutics Inc., 236 West Cummings Park, Woburn, MA 01801 .......ccccveiiieninens 060865
Animal Health Pharmaceuticals, LLC, 1805 Oak Ridge Circle, suite 101, St. Joseph MO 64506 068718
Argent Laboratories, 8702 152d Ave. NE., Redmond, WA 98052 . 051212
Ausa International, Inc., Rt. 8, P.O. Box 324 12, Tyler, TX 75703 059521
B.L. Mitchell, Inc., 103 Hwy. 82 E., Leland, MS 38756 . 067188
Baxter Healthcare Corp., 95 Spnng St., New Prowdence NJ 07974 010019
Bayer HealthCare LLC, Animal Health Division, P.O. Box 390, Shawnee Mlssmn KS 66201 000859
Belcher Pharmaceuticals, Inc., 12393 Belcher Rd., suite 420, Largo, FL 33773 062250
Bioniche Animal Health USA, Inc 119 Rowe Rd., Athens, GA 30601 064847
Bioniche Teoranta, Inverin, County Galway, Ireland ...... 063286
Bioproducts, Inc., 320 Springside Dr., Suite 300, Fairlawn, OH 44333 2435 . 051359
Biopure Corp., 11 Hurley St., Cambridge, MA 02141 ... . 063075
BioScience Division of Milk Spemaltles Co., 1902 Tennyson Lane, Madlson WI 53704 ......... 032761
Boehringer Ingelheim Vetmedica, Inc., 2621 North Belt Highway, St. Joseph, MO 64506—2002 000010
Cephazone Pharma, LLC, 250 East Bonita Ave., Pomona, CA 91767 068330
Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea County Galway, Ireland 061651
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(1) ALPHABETICAL LISTING OF SPONSORS—Continued
8 Drug labeler
Firm name and address gode

Church & Dwight Co., Inc., 469 North Harrison St., Princeton, NJ 08543-5297 ...........ccceceviniininninininieiecieies 010237
ConAgra Pet Products Co., 3902 Leavenworth St., Omaha, NE 68105 . 021091
Contemporary Products, Inc 3788 EIm Springs Rd Springdale, AR 72764— 6067 055462
Cooperative Research Farms, Box 69, Charlotteville, NY 12036 ....... 051267
Cross Vetpharm Group Ltd., Broomhill Rd., Tallaght, Dublin 24, Ireland . 061623
Custom Feed Blenders Corp., 540 Hawkeye Ave., Fort Dodge, IA 50501 ..o 046987
Dechra, Ltd., Dechra House, Jamage Industrial Estate, Talke Pits, Stoke-on-Trent, Staffordshire, ST7 1XW,

United Kingdom . 043264
ECO LLC, 8209 Hollister Ave Las Vegas NV 89131 . . 066916
Eka Chemicals, Inc., 1775 West Oak Commons Ct., Marietta, GA 30062 2254 061088
Elanco Animal Health A Division of Eli Lilly & Co., Lilly Corporate Center, Indianapolis, IN 46285 . 000986
Endo Pharmaceuticals, Inc., 100 Painters Dr., Chadds Ford, PA 19317 ....cccciiiiiiiiie 060951
Evsco Pharmaceuticals, An Affiliate of IGl, Inc Box 209, Harding Hwy., Buena, NJ 08310 017030
Farmland Industries, Inc., Kansas City, MO 64116 ....... . 021676
Farnam Companies, Inc., 301 West Osborn, Phoenix, AZ 85013 3928 . 017135
Feed Service Co., Inc., 303 Lundin Blvd., P.O. Box 698, Mankato, MN 56001 ... 030841
John J. Ferrante, 11 Falrway Lane, Trumbull, CT 06611 058034
First Priority, Inc., 1590 Todd Farm Dr., Elgin, IL 60123 058829
Fleming Laboratories, Inc., P.O. Box 34384, Charlotte, NC 28234 015565
Fort Dodge Animal Health, Division of Wyeth Holdings Corp., a whoIIy owned subsrdlary of Pfizer, Inc 235

East 42d St., NEW YOrk, NY 10017 ..ottt 053501
Fort Dodge Animal Health, Division of Wyeth, a whoIIy owned sub5|d|ary of Pflzer Inc., 235 East 42d St., New

York, NY 10017 . 000856
Furst-McNess Co., Freeport IL 61032 ...... 010439
G. C. Hanford Manufacturing Co., P.O. Box 1017, Syracuse NY 13201 010515
G. D. Searle LLC, Pharmacia Corp., 4901 Searle Pkwy., Skokie, IL 60077 000014
GTC Biotherapeutics, Inc., 175 Crossing Blvd., Framingham, MA 01702 ..... 042976
Gossett Nutrition, Inc., 1676 Cascade Dr., Marion, OH 43302 ............ 050972
Halocarbon Products Corp 887 Klnderkamack Rd., River Edge, NJ 07661 012164
Happy Jack, Inc., Snow Hill, NC 28580 ....... 023851
Heska Corp., 1825 Sharp Point Dr., Fort Collins, CO 80525 063604
Hess & Clark, Inc., 944 Nandino Blvd., Lexington, KY 40511 . 050749
Huvepharma AD, 33 James Boucher Blvd., Sophia 1407, Bulgaria .. 016592
I.M.S. Inc., 13619 Industrial Rd., Omaha, NE 68137 . 050639
IDEXX Pharmaceuticals, Inc., 7009 Albert Pick Rd., Greensboro NC 27409 065274
IMPAX Laboratories, Inc., 30831 Huntwood Ave., Hayward, CA 94544 000115
International Nutrition, Inc., 7706 ‘I' Plaza, Omaha NE 68127 .......... 043733
Intervet, Inc., 56 Livingston Ave., Roseland, NJ 07068 .. 000061
Ivy Laboratories, Div. of lvy Animal Health, Inc., 8857 Bond Street, Overland Park KS 66214 ............. 021641
J. C. Feed Mills, 1050 Sheffield, P.O. Box 224, Waterloo, IA 50704 . 039741
Janssen Pharmaceutica NV, Turnhoutseweg 30, B-2340 Beerse, Belgium ... 012578
K. C. Pharmacal, Inc., 8345 Melrose Dr., Lenexa, KS 66214 .......... 038782
Lloyd, Inc., 604 W. Thomas Ave., Shenandoah, IA 51601 061690
Luitpold Pharmaceuticals, Inc., Animal Health Division, Shirley, NY 11967 010797
Macleod Pharmaceuticals, Inc., 2600 Canton Ct., Fort Collins, CO 80525 . 058711
Marsam Pharmaceuticals, LLC, Bldg. 31, 24 Olney Ave., Cherry Hill, NJ 08034 000209
Med-Pharmex, Inc., 2727 Thompson Creek Rd., Pomona, CA 91767-1861 054925
Medical Developments International, Ltd., P.O. Box 21, Sandown Village, 3171 VIC Australia . 025245
Medicis Dermatologics, Inc., 8125 North Hayden Rd., Scottsdale, AZ 85258 099207
Merial Ltd., 3239 Satellite Blvd., Bldg. 500, Duluth, GA 30096—4640. 050604
Micro Beef Technologies LTD, P.O. Box 9262, Amarillo, TX 79105 047126
Mid-Continent Agrimarketing, Inc., 8833 Quivira Rd., Overland Park, KS 66214 059620
Minrad, Inc., 836 Main St., 2d floor Buffalo, NY 14202 060307
Modern Veterinary Therapeutics, LLC, 1550 Madruga Ave., suite 329 Coral Gables FL 33146 . 015914
Natchez Animal Supply Co., 201 John R. Junkin Dr., Natchez, MS 39120 . 049968
Norbrook Laboratories, Ltd., Station Works, Newry BT35 6JP, Northern Ireland . 055529
Norco Mills of Norfolk, Inc., P.O. Box 56, Norfolk, NE 68701 ............ 027190
North American Nutrition Companles Inc., C.S. 5002, 6531 St., Rt. 503, LeWIsburg OH 45338 017790
Novartis Animal Health US, Inc., 3200 Northline Ave., suite 300, Greensboro, NC 27408 . 058198
Novopharm Ltd., 30 Novopharm Ct., Toronto, Ontario, Canada M1B 2K9 043806
NutriBasics Co., North Highway 71, P.O. Box 1014, Wllimar, MN 56201 053740
Nycomed US, Inc., 60 Baylis Rd., Melville, NY 11747 . 025463
OXIS International, Inc., 6040 N. Cutter Circle, Suite 317 Portland OR 97217 3935 024991
Orion Corp., Orionintie 1 02200 Espoo, Finland ........... 052483
Paladin Labs (USA), Inc., 160 Greentree Dr., suite 101, Dover, DE 19904 046129
Parnell Laboratories (Aust) Pty. Ltd., Century Estate, unit 6, 476 Gardeners Rd., Alexandria, New South Wales

2015, Australia . . 068504
Peavey Co., 730 Second Ave South, Mlnneapolls MN 55402 . 028459
Pegasus Laboratories, Inc., 8809 Ely Rd., Pensacola, FL 32514 ...... 055246
Pennfield Oil Co., 14040 Industrlal Rd., Omaha NE 68144 ............ 048164
Peptech Animal Health Pty, Ltd., 19-25 Khartoum Rd., Macquarie Park, New South Wales 2113 Australia 064288
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(1) ALPHABETICAL LISTING OF SPONSORs—Continued

Y Drug labeler
Firm name and address gode

Pfizer, Inc., 235 East 42d St., New York, NY 10017 ..... SRR 000069
Pharmaceutlcal Ventures, Ltd., P.O. Box D1400, Pomona, NY 10970 050057
Pharmacia & Upjohn Co., a DIVISIOn of Pfizer, Inc., 235 East 42d St., New York NY 10017 000009
Pharmacosmos, Inc., 776 Mountain Blvd., Watchung, NJ 07069 ...... . 042552
Pharmaq AS, Skogmo Industriomrade, N-7863 Overhalla, Norway. . 015331
Phibro Animal Health, 65 Challenger Rd., 3d floor, Ridgefield Park, NJ 07660 066104
Piramal Healthcare Ltd., Piramal Tower, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400 013, India .. 065085
Planalquimica Industrial Ltda., Rua das Magnolias nr. 2405, Jardim das Bandeiras, CEP 13053— 120

Campinas, Sao Paulo, Brazil e 060728
Purina Mills, Inc., P.O. Box 66812, St. Loms MO 63166 6812 . 017800
Putney, Inc., 400 Congress St., suite 200, Portland, ME 04101 026637
Quali-Tech Products Inc., 318 Lake Hazeltine Drive, Chaska, MN 55318 016968
R. P. Scherer North Amerlca P.O. Box 5600, Clearwater, FL 33518 011014
Ridley Block Operations Inc., 424 North Riverfront Dr., P.O. Box 8500, Mankato MN 56002-8500 068287
Ridley U.S. Holdings, Inc., 424 North Riverfront Dr., P.O. Box 8500, Mankato, MN 56002—-8500 . 067949
RMS Laboratories, Inc., 1903 East First St., Vidalia, GA 30474 ....... 067292
RSR Laboratories, Inc., 501 Fifth St., Bristol, TN 37620 058670
Roche Vitamins, Inc., 45 Waterview Blvd., Parsippany, NJ 07054~ 1298 063238
Seeco Inc., Box 1014, North Highway 71, Willmar, MN 56201 .......... 011749
Sioux Blochemlcal Inc., 204 Third St. NW., Sioux Center, IA 51250 063112
Southern Micro-| Blenders Inc., 3801 North Hawthorne St., Chattanooga, TN 37406 049685
Sparhawk Laboratories, Inc., 12340 Santa Fe Trail Dr., Lenexa, KS 66215 058005
Springfield Milling Corp., Vigorena Feeds, Springfield, MN 56087 035955
Squire Laboratories, Inc., 100 Mill St., Revere, MA 02151 . 017153
Summit Hill Laboratories, P.O. Box 535, Navesink, NJ 07752 ........... 037990
Superior Equine Pharmaceuticals, Inc., Pleasant Grove, UT 84062 . 027053
Synerx Pharma, LLC, 100 N. State St., Newtown, PA 18940-2048 .. 068882
Technology Transfer, Inc., 33 East Broadway, suite 190, Columbia, MO 65203 067647
Teva Animal Health, Inc., 3915 South 48th Street Ter., St. Joseph, MO 64503 . 059130
Texas Vitamin Co., P.O. Box 18417, 10695 Aledo St., Dallas, TX 57218 000842
Triple “F”, Inc., 10104 Douglas Ave., Des Moines, IA 50322 .......... 011490
UDL Laboratories, Inc., 12720 Dairy Ashford, Sugar Land, TX 77478 051079
United Vaccines, A Harlan Sprague Dawley, Inc., Co., P.O. Box 4220, Madlson WI 53711 058639
Vétoquinol N.—-A., Inc., 2000 chemin Georges, Lavaltrie (PQ), Canada, J5T 3S5 059320
Vetem, S.p.A., Viale E Bezzi 24, 20146 Milano, ltaly. 055882
Veterinary Service, Inc., 416 North Jefferson St., P.O. Box 2467, Modesto CA 95354 033008
Virbac AH, Inc., 3200 Meacham Blvd., Ft. Worth, TX 76137 ............. 051311
Walco Internatlonal Inc., 15 West Putnam Porterville, CA 93257 049185
Waterloo Mills Co., 2050 Mitchell Ave., Waterloo, IA 50704 ............ 017139
Watson Laboratorles Inc., 311 Bonnle Circle, Corona, CA 92880. 000402
Wayne Feed Division, Contlnental Grain Co., P.O. Box 459, leertywlle IL 60048 034936
Webel Feeds, Inc., R.R. 3, Pittsfield, IL 62363 ............... 035098
Wellmark Internatlonal 1501 East Woodfield Rd., suite 200 West, Schaumburg, IL 60173 011536
Wendt Laboratories , Inc., 100 Nancy Dr., Belle Plalne MN 56011 . 015579
West Agro, Inc., 11100 N. Congress Ave., Kansas City, MO 64153 . 033392
West-Ward Pharmaceutlcal Corp., 465 Indusmal Way West, Eatontown, NJ 07724 000143
Western Chemical, Inc., 1269 Lattimore Rd., Ferndale, WA 98248 . 050378
Wildlife Laboratories, Inc 1401 Duff Dr., SUIte 600, Fort Collins, CO 80524 053923
Wyeth Laboratories, DIVISIOn American Home Products Corp., P.O. Box 8299, Phlladelphla PA 19101 . 000008
Yoder Feed, Division of Yoder, Inc., Kalona, |A 52247 .............c.ccoouiiiiiiiiiiicicccsssss s 035369

(2) NUMERICAL LISTING OF SPONSORS

Drug labeler

code Firm name and address

000008 | Wyeth Laboratories, Division American Home Products Corp., P.O. Box 8299, Philadelphia, PA 19101.

000009 | Pharmacia & Upjohn Co., a Division of Pfizer, Inc., 235 East 42d St., New York, NY 10017.
000010 | Boehringer Ingelheim Vetmedica, Inc., 2621 North Belt Highway, St. Joseph, MO 64506—-2002.
000014 | G. D. Searle LLC, Pharmacia Corp., 4901 Searle Pkwy., Skokie, IL 60077.

000061 | Intervet, Inc., 56 Livingston Ave., Roseland, NJ 07068

000069 | Pfizer, Inc., 235 East 42d St., New York, NY 10017.

000074 | Abbott Laboratories, North Chicago, IL 60064.

000115 | IMPAX Laboratories, Inc., 30831 Huntwood Ave., Hayward, CA 94544

000143 | West-Ward Pharmaceutical Corp., 465 Industrial Way West, Eatontown, NJ 07724.

000209 | Marsam Pharmaceuticals, LLC, Bldg. 31, 24 Olney Ave., Cherry Hill, NJ 08034.

000402 | Watson Laboratories, Inc., 311 Bonnie Circle, Corona, CA 92880.

000842 | Texas Vitamin Co., P.O. Box 18417, 10695 Aledo St., Dallas, TX 57218.

000856 | Fort Dodge Animal Health, Division of Wyeth, a wholly owned subsidiary of Pfizer, Inc., 235 East 42d St., New

York, NY 10017
000859 | Bayer HealthCare LLC, Animal Health Division, P.O. Box 390, Shawnee Mission, KS 66201.
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(2) NUMERICAL LISTING OF SPONSORS—Continued

Drug labeler

code Firm name and address

000986 | Elanco Animal Health, A Division of Eli Lilly & Co., Lilly Corporate Center, Indianapolis, IN 46285.
010019 | Baxter Healthcare Corp., 95 Spring St., New Providence, NJ 07974.

010237 | Church & Dwight Co., Inc., 469 North Harrison St., Princeton, NJ 08543-5297.

010439 | Furst-McNess Co., Freeport, IL 61032.

010515 | G. C. Hanford Manufacturing Co., P.O. Box 1017, Syracuse, NY 13201.

010797 | Luitpold Pharmaceuticals, Inc., Animal Health Division, Shirley, NY 11967.

011014 | R. P. Scherer North America, P.O. Box 5600, Clearwater, FL 33518.

011490 | Triple “F”, Inc., 10104 Douglas Ave., Des Moines, |IA 50322.

011536 | Wellmark International, 1501 East Woodfield Rd., suite 200 West, Schaumburg, IL 60173.
011749 | Seeco Inc., Box 1014, North Highway 71, Willmar, MN 56201.

012164 | Halocarbon Products Corp., 887 Kinderkamack Rd., River Edge, NJ 07661.

012286 | ADM Alliance Nutrition, Inc., 1000 North 30th St., Quincy, IL 62305-3115.

012578 | Janssen Pharmaceutica NV, Turnhoutseweg 30, B-2340 Beerse, Belgium

015331 | Pharmaq AS, Skogmo Industriomrade, N-7863 Overhalla, Norway.

015565 | Fleming Laboratories, Inc., P.O. Box 34384, Charlotte, NC 28234.

015579 | Wendt Laboratories, Inc., 100 Nancy Dr., Belle Plaine, MN 56011.

015914 | Modern Veterinary Therapeutics, LLC, 1550 Madruga Ave., suite 329, Coral Gables, FL 33146
016592 | Huvepharma AD, 33 James Boucher Blvd., Sophia 1407, Bulgaria.

016968 | Quali-Tech Products, Inc., 318 Lake Hazeltine Dr., Chaska, MN 55318.

017030 | Evsco Pharmaceuticals, An Affiliate of IGl, Inc., Box 209, Harding Hwy., Buena, NJ 08310.
017135 | Farnam Companies, Inc., 301 West Osborn, Phoenix, AZ 85013-3928.

017139 | Waterloo Mills Co., 2050 Mitchell Ave., Waterloo, |IA 50704.

017153 | Squire Laboratories, Inc., 100 Mill St., Revere, MA 02151.

017762 | Agri-Tech, Inc., 4722 Broadway, Kansas City, MO 64112.

017790 | North American Nutrition Companies, Inc., C.S. 5002, 6531 St., Rt. 503, Lewisburg, OH 45338.
017800 | Purina Mills, Inc., P.O. Box 66812, St. Louis, MO 63166-6812.

021091 | ConAgra Pet Products Co., 3902 Leavenworth St., Omaha, NE 68105.

021641 | Ivy Laboratories, Div. of lvy Animal Health, Inc., 8857 Bond Street, Overland Park, KS 66214.
021676 | Farmland Industries, Inc., Kansas City, MO 64116.

023851 | Happy Jack, Inc., Snow Hill, NC 28580.

024174 | Ag-Mark, Inc., P.O. Box 127, Teachey, NC 28464.

024991 | OXIS International, Inc., 6040 N. Cutter Circle, Suite 317 Portland, OR 97217-3935.
025245 | Medical Developments International, Ltd., P.O. Box 21, Sandown Village, 3171 VIC Australia.
025463 | Nycomed US, Inc., 60 Baylis Rd., Melville, NY 11747.

026637 | Putney, Inc., 400 Congress St., suite 200, Portland, ME 04101.

027053 | Superior Equine Pharmaceuticals, Inc., Pleasant Grove, UT 84062.

027190 | Norco Mills of Norfolk, Inc., P.O. Box 56, Norfolk, NE 68701.

028459 | Peavey Co., 730 Second Ave. South, Minneapolis, MN 55402.

030841 | Feed Service Co., Inc., 303 Lundin Blvd., P.O. Box 698, Mankato, MN 56001.

032761 | BioScience Division of Milk Specialties Co., 1902 Tennyson Lane, Madison, WI 53704.
033008 | Veterinary Service, Inc., 416 North Jefferson St., P.O. Box 2467, Modesto, CA 95354.
033392 | West Agro, Inc., 11100 N. Congress Ave., Kansas City, MO 64153.

034936 | Wayne Feed Division, Continental Grain Co., P.O. Box 459, Libertyville, IL 60048.
035098 | Webel Feeds, Inc., R.R. 3, Pittsfield, IL 62363.

035369 | Yoder Feed, Division of Yoder, Inc., Kalona, IA 52247.

035955 | Springfield Milling Corp., Vigorena Feeds, Springfield, MN 56087.

037990 | Summit Hill Laboratories, P.O. Box 535, Navesink, NJ 07752.

038782 | K. C. Pharmacal, Inc., 8345 Melrose Dr., Lenexa, KS 66214.

039741 | J. C. Feed Mills, 1050 Sheffield, P.O. Box 224, Waterloo, IA 50704.

042552 | Pharmacosmos, Inc., 776 Mountain Blvd., Watchung, NJ 07069.

042976 | GTC Biotherapeutics, Inc., 175 Crossing Blvd., Framingham, MA 01702.

043264 | Dechra, Ltd., Dechra House, Jamage Industrial Estate, Talke Pits, Stoke-on-Trent, Staffordshire, ST7 1XW,
United Kingdom.

043733 | International Nutrition, Inc., 7706 ‘I' Plaza, Omaha, NE 68127.

043806 | Novopharm Ltd., 30 Novopharm Ct., Toronto, Ontario, Canada M1B 2K9.

046129 | Paladin Labs (USA), Inc., 160 Greentree Dr., suite 101, Dover, DE 19904.

046573 | Alpharma Inc., 440 Rte. 22, Bridgewater, NJ 08807.

046987 | Custom Feed Blenders Corp., 540 Hawkeye Ave., Fort Dodge, IA 50501.

047126 | Micro Beef Technologies LTD, P.O. Box 9262, Amarillo, TX 79105.

048164 | Pennfield Oil Co., 14040 Industrial Rd., Omaha, NE 68144.

049185 | Walco International, Inc., 15 West Putnam, Porterville, CA 93257.

049685 | Southern Micro-Blenders, Inc., 3801 North Hawthorne St., Chattanooga, TN 37406.
049968 | Natchez Animal Supply Co., 201 John R. Junkin Dr., Natchez, MS 39120.

050057 | Pharmaceutical Ventures, Ltd., P.O. Box D1400, Pomona, NY 10970.

050378 | Western Chemical, Inc., 1269 Lattimore Rd., Ferndale, WA 98248.

050604 | Merial Ltd., 3239 Satellite Blvd., Bldg. 500, Duluth, GA 30096-4640.

050639 | I.M.S. Inc., 13619 Industrial Rd., Omaha, NE 68137.

050749 | Hess & Clark, Inc., 944 Nandino Blvd., Lexington, KY 40511.

050972 | Gossett Nutrition, Inc., 1676 Cascade Dr., Marion, OH 43302.

051079 | UDL Laboratories, Inc., 12720 Dairy Ashford, Sugar Land, TX 77478.

051212 | Argent Laboratories, 8702 152d Ave. NE., Redmond, WA 98052.
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(2) NUMERICAL LISTING OF SPONSORS—Continued

Drug labeler
code

Firm name and address

051267
051311
051359
052483
053501

053740
053923
054925
055246
055462
055529
055882
057561
057699
058005
058034
058198
058639
058670
058711
058829
059130
059320
059521
059620
060307
060728

060865
060951
061088
061623
061651
061690
062250
062408

062794
063075
063112
063238
063286
063323

063604
064146
064288
064847
065085
065274
065531
066104
066916
067188
067292
067647
067949
068287
068330
068504

068718
068882
099207

Cooperative Research Farms, Box 69, Charlotteville, NY 12036.

Virbac AH, Inc., 3200 Meacham Blvd., Ft. Worth, TX 76137.

Bioproducts, Inc., 320 Springside Dr., Suite 300, Fairlawn, OH 44141.

Orion Corp., Orionintie 1, 02200 Espoo, Finland.

Fort Dodge Animal Health, Division of Wyeth Holdings Corp., a wholly owned subsidiary of Pfizer, Inc., 235
East 42d St., New York, NY 10017

NutriBasics Co., North Highway 71, P.O. Box 1014, Wllimar, MN 56201.

Wildlife Laboratories, Inc., 1401 Duff Dr., Suite 600, Fort Collins, CO 80524.

Med-Pharmex, Inc., 2727 Thompson Creek Rd., Pomona, CA 91767-1861.

Pegasus Laboratories, Inc., 8809 Ely Rd., Pensacola, FL 32514.

Contemporary Products, Inc., 3788 EIm Springs Rd., Springdale, AR 72764-6067.

Norbrook Laboratories, Ltd., Station Works, Newry BT35 6JP, Northern Ireland.

Vetem, S.p.A., Viale E. Bezzi 24, 20146 Milano, ltaly.

Agri Laboratories, Ltd., P.O. Box 3103, St. Joseph, MO 64503.

A & G Pharmaceuticals, Inc., 1030 West Commodore Blvd., Jackson, NJ 08527.

Sparhawk Laboratories, Inc., 12340 Santa Fe Trail Dr., Lenexa, KS 66215.

John J. Ferrante, 11 Fairway Lane, Trumbull, CT 06611.

Novartis Animal Health US, Inc., 3200 Northline Ave., suite 300, Greensboro, NC 27408.

United Vaccines, A Harlan Sprague Dawley, Inc., Co., P.O. Box 4220, Madison, WI 53711.

RSR Laboratories, Inc., 501 Fifth St., Bristol, TN 37620.

Macleod Pharmaceuticals, Inc., 2600 Canton Ct., Fort Collins, CO 80525.

First Priority, Inc., 1590 Todd Farm Dr., Elgin, IL 60123.

Teva Animal Health, Inc., 3915 South 48th Street Ter., St. Joseph, MO 64503.

Vétoquinol N.—A., Inc., 2000 chemin Georges, Lavaltrie (PQ), Canada, J5T 3S5.

Ausa International, Inc., Rt. 8, P.O. Box 324-12, Tyler, TX 75703.

Mid-Continent Agrimarketing, Inc., 8833 Quivira Rd., Overland Park, KS 66214.Blvd., St. Louis, MO 63167.

Minrad, Inc., 836 Main St., 2d floor, Buffalo, NY 14202.

Planalquimica Industrial Ltda., Rua das Magnolias nr. Jardim das Bandeiras, CEP 13053-120, Campinas, Sao
Alto, Brazil.

Anika Therapeutics Inc., 236 West Cummings Park, Woburn, MA 01801.

Endo Pharmaceuticals, Inc., 100 Painters Dr., Chadds Ford, PA 19317.

Eka Chemicals, Inc., 1775 West Oak Commons Ct., Marietta, GA 30062—2254.

Cross Vetpharm Group Ltd., Broomhill Rd., Tallaght, Dublin 24, Ireland.

Chanelle Pharmaceuticals Manufacturing Ltd., Loughrea, County Galway, Ireland.

Lloyd, Inc., 604 W. Thomas Ave., Shenandoah, IA 51601.

Belcher Pharmaceuticals, Inc., 12393 Belcher Rd., suite 420, Largo, FL 33773.

Alstoe, Ltd., Animal Health, Pera Innovation Park, Nottingham Rd., Melton Mowbray, Leicestershire, England
LE13 OPB.

Mylan Bertek Pharmaceuticals, Inc., 12720 Dairy Ashford, Sugar Land, TX 77478

Biopure Corp., 11 Hurley St., Cambridge, MA 02141.

Sioux Biochemical, Inc., 204 Third St. NW., Sioux Center, 1A 51250.

Roche Vitamins, Inc., 45 Waterview Blvd., Parsippany, NJ 07054—-1298.

Bioniche Teoranta, Inverin, County Galway, Ireland

Abraxis Pharmaceutical Products, a Div. of Abraxis Bioscience, 6133 River Rd., suite 500, Rosemont, IL
60018.

Heska Corp., 1825 Sharp Point Dr., Fort Collins, CO 80525.

Alaco, Inc., 1500 North Wilmot Rd., suite 290-C, Tucson, AZ 85712.

Peptech Animal Health Pty, Ltd., 19-25 Khartoum Rd., Macquarie Park, New South Wales 2113, Australia.

Bioniche Animal Health USA, Inc., 119 Rowe Rd., Athens, GA 30601.

Piramal Healthcare Ltd., Piramal Tower, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400 013, India.

IDEXX Pharmaceuticals, Inc., 7009 Albert Pick Rd., Greensboro, NC 27409.

American Pharmaceuticals and Cosmetics, Inc., 1401 Joel East Rd., Fort Worth, TX 76140.

Phibro Animal Health, 65 Challenger Rd., 3d floor, Ridgefield Park, NJ 07660.

ECO LLC, 8209 Hollister Ave., Las Vegas, NV 89131

B.L. Mitchell, Inc., 103 Hwy. 82 E., Leland, MS 38756.

RMS Laboratories, Inc., 1903 East First St., Vidalia, GA 30474.

Technology Transfer, Inc., 33 East Broadway, suite 190, Columbia, MO 65203.

Ridley U.S. Holdings, Inc., 424 N. Riverfront Dr., P.O. Box 8500, Mankato, MN 56002—-8500.

Ridley Block Operations Inc., 424 North Riverfront Dr., P.O. Box 8500, Mankato, MN 56002-8500.

Cephazone Pharma, LLC, 250 East Bonita Ave., Pomona, CA 91767

Parnell Laboratories (Aust) Pty. Ltd., Century Estate, unit 6, 476 Gardeners Rd., Alexandria, New South Wales
2015, Australia.

Animal Health Pharmaceuticals, LLC, 1805 Oak Ridge Circle, suite 101, St. Joseph, MO 64506.

Synerx Pharma, LLC, 100 N. State St., Newtown, PA 18940-2048

Medicis Dermatologics, Inc., 8125 North Hayden Rd., Scottsdale, AZ 85258.

[40 FR 13807,

Mar. 27, 1975]

EDITORIAL NOTE: For FEDERAL REGISTER citations affecting §510.600, see the List of CFR
Sections Affected, which appears in the Finding Aids section of the printed volume and on

GPO Access.
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§511.1

EDITORIAL NOTE: At 72 FR 36595, July 5, 2007, §510.600, in the table in paragraph (c)(2), was
amended by removing the entry for 062749’’; however, the amendment could not be incor-

porated because the entry does not exist.

PART 511—NEW ANIMAL DRUGS
FOR INVESTIGATIONAL USE

AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 360D,
371.

§511.1 New animal drugs for inves-
tigational use exempt from section
512(a) of the act.

(a) New animal drugs for tests in vitro
and in laboratory research animals. (1) A
shipment or other delivery of a new
animal drug or animal feed bearing or
containing a new animal drug intended
solely for tests in vitro or in animals
used only for laboratory research pur-
poses shall be exempt from section 512
(a) and (m) of the act if it is labeled as
follows:

Caution. Contains a new animal drug for
investigational use only in laboratory re-
search animals or for tests in vitro. Not for
use in humans.

(2) The person distributing or causing
the distribution of new animal drugs
for tests in vitro or in animals used
only for laboratory research purposes
under this exemption shall use due dili-
gence to assure that the consignee is
regularly engaged in conducting such
tests and that the shipment of the new
animal drug will actually be used for
tests in vitro or in animals used only
for laboratory research.

(3) The person who introduced such
shipment or who delivered the new ani-
mal drug for introduction into inter-
state commerce shall maintain ade-
quate records showing the name and
post office address of the expert or ex-
pert organization to whom the new ani-
mal drug is shipped and the date, quan-
tity, and batch or code mark of each
shipment and delivery for a period of 2
years after such shipment and delivery.
Upon the request of a properly author-
ized employee of the Department at
reasonable times, he shall make such
records available for inspection and
copying.

(4) The exemption allowed in this
paragraph shall not apply to any new
animal drug intended for in vitro use in
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the regular course of diagnosing or
treating disease, including anti-
bacterial sensitivity discs impregnated
with any new animal drug or drugs,
which discs are intended for use in de-
termining susceptibility of microorga-
nisms to the new animal drug or drugs.

(b) New animal drugs for clinical inves-
tigation in animals. A shipment or other
delivery of a new animal drug or an
animal feed containing a new animal
drug intended for clinical investiga-
tional use in animals shall be exempt
from section 512(a) and (m) of the act if
all the following conditions are met:

(1) The label shall bear the state-
ments:

Caution. Contains a new animal drug for
use only in investigational animals in clin-
ical trials. Not for use in humans. Edible
products of investigational animals are not
to be used for food unless authorization has
been granted by the U.S. Food and Drug Ad-
ministration or by the U.S. Department of
Agriculture.

In the case of containers too small or
otherwise unable to accommodate a
label with sufficient space to bear the
caution statements required by para-
graph (a) or (b) of this section, the
statements may be included on the car-
ton label and other labeling on or with-
in the package from which the new ani-
mal drug is to be dispensed.

(2) The person or firm distributing or
causing the distribution of the new ani-
mal drug or animal feed containing a
new animal drug shall use due dili-
gence to assure that the new animal
drug or animal feed containing a new
animal drug will actually be used for
tests in animals and is not used in hu-
mans.

(3) The person who introduced such
shipment or who delivered the new ani-
mal drug or animal feed containing a
new animal drug for introduction into
interstate commerce shall maintain
adequate records showing the name
and post office address of the investi-
gator to whom the new animal drug or
animal feed containing a new animal
drug is shipped and the date, quantity,
and batch or code mark of each ship-
ment and delivery for a period of 2
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